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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on 09 April 2007 and 18 May 2007 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-42 is/are pending in the application. 

4a) Of the above claim(s) 1-24,30 and 35-42 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 25-29 and 31-34 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Applicant's election with traverse of Group VI, Claims 26- 
29, 32-34, and linking claims 25 and 31, filed 4/09/09, is 
acknowledged. Applicant argues that the inventions are not 
independent or distinct and that no search burden exists. 

Diseases or conditions related to abnormal cell growth are 
distinct from diabetes which is not a disease of abnormal cell 
growth. Accordingly, methods related to the identification of 
drugs for the treatment of the diseases, further, said 
identification being done by multiple patentably distinct 
methods, are patentably distinct. While the methods may be 
classified in the same class and subclass, the nonpatent 
literature searches are different. Transgenic animals are 
clearly patentably distinct from the disease of the claimed 
methods. Finally, while the searches of the different 
inventions may overlap, the Examiner' s burden encompasses both 
search and examination. The issues involved in considering 
drugs for the effective treatment of diabetes differs 
significantly from the issues involved in considering drugs for 
the effective treatment of conditions related to abnormal cell 
growth, e.g., cancer . 

The requirement is still deemed proper and is therefore 
made FINAL. 

Claims 1-24, 30, and 35-42 are withdrawn from further 
consideration pursuant to 37 CFR 1.142(b), as being drawn to 
nonelected inventions. 

Claims 25-29 and 31-34 are under examination. 

2. The Abstract and Title are .objected to because they do not 
adequately describe the claimed invention. Applicant is advised 
that an Abstract and Title commensurate in scope with the 
invention of the instant claims are required. See MPEP 

608.01 (b) . 

3. The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly- 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 
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4. Claims 25-29 and 31-34 are rejected under 35 U.S.C. 112, 
second paragraph, as being incomplete for omitting essential 
steps, such omission amounting to a gap between the steps. See 
MPEP § 2172.01. The omitted steps comprise a lack of an 
adequate correlation step in any of the claims. Regarding Claim 
25, the claim lacks a correlation step relating to the preamble 
of the claim, i.e., there is no recitation of how the measured 
change in Rheb activity, e.g., increased or decreased, results 
in the identification of a lead compound for drug development . 
Regarding Claim 31, the claim fails to recite whether or not the 
inhibiting of Rheb activity is a positive or negative indicator 
of a candidate compound for the treatment of a disease 
associated with abnormal cell growth. 

5. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

6. Claims 25-27, 29, 31, 32, and 34 are rejected under ^35 
U.S.C. 112, first paragraph, as containing subject matter which 
was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the 
inventor, at the time the application was filed, had possession 
of the claimed invention. 

Under Vas-Cath, Inc. v. Mahurkar , 19 USPQ2d 1111, 1117 
(Fed. Cir. 1991) , to satisfy the written description 
requirement, an applicant must convey with reasonable clarity to 
those skilled in the art that, as of the filing date sought, he 
or she was in possession of the invention, and that the 
invention, in that context, is whatever is now claimed. 

There is insufficient written description to show that 
Applicant was in possession of a "Rheb protein 7 ' other than human 
or drosophila. 

An adequate written description of the Rheb proteins of the 
claims would require either an adequate description of a common 
structure and function, or a disclosure of a representative 
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number of Rheb species. While some attempt is made at 
disclosing a common function, , e.g., the proteins are disclosed 
as Ras-like, there is no discussion of a common structure. A 
review of the specification discloses just two species of Rheb 
protein, human or drosophila (paragraph 12) . Given the distant 
relationship between humans and drosophila, it is clear that 
there are at minimum millions of Rheb species. Given these 
facts, one of skill in the art would conclude that the 
specification fails to disclose either a representative number 
of species, or common functional and structural characteristics, 
adequately to describe the claimed genus. See Eli Lilly, 119 
F.3d 1559, 43 USPQ2d 1398. 

7. The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

8. Claims 25-29 and 31-34 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over WO 03/016499 in view of Yamagata et 
al. (1994, IDS) and U.S Patent No. 6,986,993. 

WO 03/016499 teaches the assay for the identification of 
lead compounds (including libraries of compounds) , for the 
inhibition of human Ras,. said inhibitors being candidates (e.g., 
lead compounds) for the treatment of cancer (e.g., a disease 
associated with abnormal cell growth) (see particularly pages 
28-29) . 

The reference differs from the claimed invention in that it 
does not teach the screening for inhibitors of Rheb nor the 
screening by the measurement of cell size. 

Yamagata et al . teaches Rheb is a growth factor of the Ras 
family that is closely related to Ras with the same GTPase 
activity as Ras (see particularly the Discussion beginning at 
page 16336) . 

The x 993 patent teaches that cell size can be used for the 
determination of compounds that affect the viability and 
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metastasis of cancer cells (see particularly Example 2) . 

It would have been prima facie obvious to one of ordinary 
skill in the art at the time the invention was made to perform 
the method of screening for anti-cancer drugs of WO 03/016449, 
substituting Rheb for Ras, given the teachings of Yamagata et 
al . that Rheb is a growth factor of the Ras family that is 
closely related to Ras with the same GTPase activity as Ras. 
Because of the similarities between Ras and Rheb, and Ras being 
known as a target for ant i -cancer treatments, the skilled 
artisan would have been motivated to screen for Rheb inhibitors 
as possible anti-cancer drugs as well. The skilled artisan 
would also have been motivated to employ the method by 
determining cell size given the teaching of the x 993 patent that 
cell size can be measured for the determination of compounds 
that affect the viability and metastasis of cancer cells. 

9. No claim is allowed. 

10. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Dr. 
Gerald Ewoldt whose telephone number is (571)272-0843. The 
examiner can normally be reached Monday through Thursday from 
7:30 am to 5:30 pm. A message may be left on the examiner's 
voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Christina 
Chan can be reached on (571) 272-0841. 

11. Please Note: Information regarding the status of an 
application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR 
or Public PAIR. Status information for unpublished applications 
is available through Private PAIR only. For more information 
about the PAIR system, see http : //pair-direct . uspto . gov . Should 
you have questions on access to the Private PAIR system, contact 
the Electronic Business Center (EBC) at 866-217-9197. 




G.R. Ewoldt, Ph.D. 
Primary Examiner 
Technology Center 1600 



